Summary
Commission Decision 2008/559/EC authorised, in accordance with Regulation (EC) No 258/97 and following the European Food Safety Authority's Opinion, 1 the placing on the market of Allanblackia seed oil as a novel food (NF) ingredient to be used in yellow fat spreads and cream-based spreads.
On 22 September 2014, the company Unilever NV/Unilever PLC submitted a request to the competent authority of the Netherlands in accordance with Article 4 of Regulation (EC) No 258/97 for an extension of use and use levels of Allanblackia seed oil. The application requested to extend the use of Allanblackia seed oil to additional food categories, namely, mixtures of vegetable oil and milk. The applicant also requested to increase maximum use levels of Allanblackia seed oil for food categories already authorised by Commission Decision 2008/559/EC. The competent authority of the Netherlands forwarded to the Commission its initial assessment report. In that report, it came to the conclusion that the extension of uses and proposed maximum use levels of Allanblackia seed oil meet the criteria for NF set out in Article (3)1 of Regulation (EC) No 258/97. In accordance with Article 10(3) of Regulation (EU) 2015/2283, the European Commission asks the European Food Safety Authority to provide a scientific opinion by carrying out the additional assessment for Allanblackia seed oil as a NF.
In 2007, the EFSA NDA Panel concluded that Allanblackia seed oil obtained from the seeds of the Allanblackia trees (A. floribunda and A. stuhlmannii), is safe for human consumption under the proposed conditions of use. Due to its high contents of stearic-oleic-stearic and stearic-oleic-oleic triglycerides, which made the oil suitable as a 'hardstock' component, the applicant applied for its use as a NF ingredient in yellow fat and cream-based spreads at a level of 20% (w/w). In this application, the applicant seeks (1) to increase the authorised maximum use level (i.e. 20% w/w) in yellow fat spreads and cream based spreads to 30% (w/w) and (2) the use of this NF in mixes of vegetable oils and milk up to a maximum use level of 30% (w/w). (3) The applicant proposes also some changes in the specifications of the NF, although he noted that the oil is collected, extracted and refined using the same processes that are currently used for other edible vegetable oils and which have been evaluated in the original application assed by EFSA in 2007. The applicant also indicated that he had performed an updated comprehensive literature to identify toxicological and human studies on Allanblackia seed oil which have become available since the previous EFSA assessment in 2007.
According to the information provided by the applicant, the production process and the composition of the NF do not change. The Panel notes that the revised specification limits on trans-fatty acid (TFA), unsaponifiable matter, peroxide value are similar to those for other edible oils and fats.
The applicant also indicated that he had performed an updated comprehensive literature search using several different databases, but no preclinical studies or human studies on Allanblackia seed oil were identified which have not been provided for the previous EFSA assessment in 2007.
The Panel notes that the proposed extended uses would increase the potential intake of the NF, which is considered not to be nutritionally disadvantageous.
The Panel concludes that Allanblackia seed oil is safe at the extended uses and use level. Background and Terms of Reference as provided by the European Commission Commission Decision 2008/559/EC 2 authorised, in accordance with Regulation (EC) No 258/97 3 and following the European Food Safety Authority's Opinion 4 , the placing on the market of Allanblackia seed oil as a novel food (NF) ingredient to be used in yellow fat spreads and cream based spreads.
On 22 September 2014, the company Unilever NV/Unilever PLC submitted a request to the competent authority of the Netherlands in accordance with Article 4 of Regulation (EC) No 258/97 for an extension of use and use levels of Allanblackia seed oil. The application requested to extend the use of Allanblackia seed oil to additional food categories, namely, mixtures of vegetable oil and milk. The applicant also requested to increase maximum use levels of Allanblackia seed oil for food categories already authorised by Commission Decision 2008/559/EC.
On 18 December 2017, the competent authority of the Netherlands forwarded to the Commission its initial assessment report. In that report it came to the conclusion that the extension of uses and proposed maximum use levels of Allanblackia seed oil meet the criteria for NF set out in Article (3) In accordance with Article 10(3) of Regulation (EU) 2015/2283 5 , the European Commission asks the European Food Safety Authority to provide a scientific opinion by carrying out the additional assessment for Allanblackia seed oil as a NF.
2.
Data and methodologies
Data
Administrative and scientific requirements for NF applications referred to in Article 10 of Regulation (EU) 2015/2283 are listed in the Commission Implementing Regulation (EU) 2017/2469 6 .
A common and structured format on the presentation of NF applications is described in the EFSA guidance on the preparation and presentation of a NF application 7 . As indicated in this guidance, it is the duty of the applicant to provide all of the available (proprietary, confidential and published) scientific data, including both data in favour and not in favour to supporting the safety of the proposed NF.
This NF application does not include a request for protection of proprietary data in accordance with Article 26 of Regulation (EU) 2015/2283.
Methodologies
The assessment follows the methodology set out in the EFSA guidance on NF applications and the principles described in the relevant existing guidance documents from the EFSA Scientific Committee. The legal provisions for the assessment are laid down in Article 11 of Regulation (EU) 2015/2283 and in Article 7 of the Commission Implementing Regulation (EU) 2017/2469. This assessment concerns only risk that might be associated with consumption of the NF under the proposed conditions of use, and is not an assessment of the efficacy of Allanblackia seed oil with regard to any claimed benefit.
Assessment
In 2007, the EFSA NDA Panel concluded that Allanblackia seed oil obtained from the seeds of the Allanblackia trees (A. floribunda and A. stuhlmannii) is safe for human consumption under the proposed conditions of use (EFSA NDA Panel, 2007) . Due to its high contents of stearic-oleic-stearic and stearic-oleic-oleic triglycerides, which made the oil suitable as a 'hardstock' component, the applicant applied for its use as a NF ingredient in yellow fat and cream-based spreads at a level of 20% (w/w). In that opinion, intake estimates for Allanblackia seed oil were performed on the basis of margarine and yellow fat spread consumption in Germany, Sweden, the UK and the Netherlands, taking into account the maximum intended use level of 20%. Based on a 95th percentile margarine intake of 39 g/person per day across all age groups in Germany, an intake of approximately 8 g of Allanblackia seed oil/person per day was estimated. For Sweden, the UK and the Netherlands, the applicant estimated Allanblackia seed oil intakes (95th percentile) to range from 2.8 g/person per day for British toddlers to 16 g/person per day for Swedish women. The 95th percentile intake estimate for adults in the UK and the Netherlands was 11 and 14 g/person per day, respectively. In a 90-day feeding study with rats, the administration of 20% Allanblackia seed oil did not induce any toxicologically relevant effects which were attributable to administration of Allanblackia seed oil and which are not also seen in animal studies with other high fat diets.
In this application, the applicant seeks (1) to increase the authorised maximum use level (i.e. 20% w/w) in yellow fat spreads and cream-based spreads to 30% (w/w) and (2) the use of this NF in mixes of vegetable oils and milk up to a maximum use level of 30% (w/w). (3) The applicant proposes also some changes in the specifications of the NF, although he noted that the oil is collected, extracted and refined using the same processes that are currently used for other edible vegetable oils and which have been evaluated in the original application assed by EFSA in 2007.
The applicant also indicated that he had performed an updated comprehensive literature to identify toxicological and human studies on Allanblackia seed oil which have become available since the previous EFSA assessment in 2007.
Specifications
The applicant proposes some changes of the specifications authorised by the Commissions Decisions 2008/559/EC as outlined in Table 1 . The proposals concern (1) the simplification of the notion of small amounts of the saturated fatty acids (FA), lauric-, myristic-and palmitic acid to one combined parameter (i.e. C12:0-C16:0), (2) the omission of the notion of small amounts (each below 1%) of palmitoleic and arachidic acid and of the iodine value, and (3) increases of the maximum limits for the peroxide value (from ≤ 0.8 to ≤ 1.0 meq/kg), for trans-fatty acids (TFAs) (from ≤ 0.5% to ≤ 1%) and for the unsaponifiable matter (from ≤ 0.1% to ≤ 1%). In response to a question raised by the competent authority of the Netherlands regarding possible changes of the composition and/or the production process of the NF, the applicant responded that Allanblackia seed oil that is subject of this application is identical to the Allanblackia seed oil that was presented in the original application dossier assessed by EFSA in 2007 and authorised under decision 2008/559/EC.
The applicant noted that the proposed increase the limit of the unsaponifiable matter does not reflect actual changes of the composition or of the production process, but results from a review of batches tested between 2000 and 2015. The results of these analyses are provided in Table 2 which show that the unsaponifiable matter was below 1% in the tested batches.
Regarding the omitted iodine value, the Netherlands noted that this parameter would not provide added value. Considering that this value is an indirect parameter for the degree of the unsaturation, the Panel agrees with that view. Because of their low amounts present in the oil, the Panel has also no concerns regarding on the omission of palmitoleic acid (C16:1) and arachidic acid (C20:0). The same applies to the proposed small increase of the peroxid parameter.
Regarding the proposal to increase the specification limit for TFAs from max. 0.5 to max. 1%, the Panel notes that vegetable oils and liquid margarines have a low proportion of TFAs, usually below 1% (EFSA NDA Panel, 2004) . The Panel notes the occurence of TFAs in dairy fat (i.e. around 3-6%) and the intended uses (replacing spreadable vegetable and dairy fats). The Panel has no safety concerns regarding the proposed changes of specification parameters indicated in Table 1 .
3.2.
Anticipated intake/extent of use (extension of use)
The applicant applies for an extension of authorised uses of Allanblackia seed oil:
• to increase in the maximum use level in yellow fat spreads and cream-based spreads from currently permitted 20% to 30% (w/w); and
• for the (new) use in mixes of vegetable oils and milk up to a maximum level of 30% (w/w).
For the intake assessment, the applicant used individual consumption data from the UK (NDNS 2008 (NDNS -2011  Table 4 ) and summary statistics provided by the EFSA Comprehensive Food Consumption Database (EFSA, 2011; Table 5 ). The applicant estimated for the total population and for consumers only ('all users').
Although Allanblackia seed oil is only intended for yellow fat spreads and cream-based spreads, and for mixes of vegetable oils and milk, for the intake estimate based on UK consumption data (Table 3) , the applicant considered that the NF may also be used by consumers to substitute cream for certain uses (for whipping cream, cooking cream, sour cream and cr eme fraiche) in addition to the intended uses.
For the intake estimate (Table 4 ) based on Dutch consumption data, the applicant considered that intakes can be also considered as a high intake estimate for European consumers because total fat spread consumption in the Netherlands is one of the highest in Europe (although no supporting reference was provided for that statement). Consumption data for fat spreads, mixes of vegetable oils and milk, and for cream consumption data were used from both DNFCS surveys (Young Children 2005 -2006 Children-Adults 2007 -2010 . For the intake assessment based on the EFSA Comprehensive Food Consumption Database, the applicant used the consumption data for the aggregated food categories at level 2 ('margarine and similar products' and 'cream and cream products'.)
In the application assessed by EFSA in 2007, the applicant had provided intake data for Germany, Sweden, the UK and the Netherlands. Among the adult male population of these countries, the Netherlands had the highest 95th percentile intake estimate (i.e. 14 g/day). For the proposed extended uses of the NF, the 95th percentile intake for the Dutch adult men population is estimated to increase (19.3 g/day; Table 4 ).
In the EFSA Opinion of 2007, 2.8 g/day of the NF was estimated to be consumed at the 95th percentile intake by toddlers in the UK vs 5.2 g/day when taking into account the proposed extended uses (Table 3) . 
Nutritional information
The Panel notes among the fats presented in Table 6 , which could be considered to be partially replaced by the NF, Allanblackia seed oil has the lowest amount of the essential fatty acid linoleic acid (C18:2 n-6). However, the Panel notes that vegetable oils such as corn oil, soybean oil, sunflower seed oil, and to a lesser extent rapeseed oil, are relevant sources of linoleic acid (EFSA NDA Panel, 2010) . The Panel considers that the proposed extension of use of Allanblackia seed oil would not be nutritionally disadvantageous for the consumer.
Discussion
The applicant proposed some changes in the specifications of the authorised NF 'Allanblackia seed oil' and an increase of the maximum use level of Allanblackia seed oil in yellow fat spreads and creambased spreads from currently permitted 20% to 30% (w/w). The applicant also applies for the new use in mixes of vegetable oils and milk up to a maximum level of 30% (w/w). According to the information provided by the applicant, the production process and the composition of the NF do not change. The Panel notes that the revised specification limits on TFA, unsaponifiable matter, peroxide value are similar to those for other edible oils and fats.
Conclusions
The Panel concludes that Allanblackia seed oil is safe at the extended uses and use level. 
